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SUMMARY 

A U.S. Environmental Protection Agency (EPA) Federal Insecticide, Fungicide, 
Rodenticide, Act (FIFRA) Good Laboratory Practice (GLP) inspection was conducted to 
determine compliance with 40 CFR 160 and 40 CFR 169.2(k).  Three audits were conducted by 
the inspector.  In addition, a GLP compliance inspection was conducted to determine the 
laboratories current adherence to the GLP regulations.  Findings from the FIFRA GLP inspection 
and study audits are summarized below. 

• No negative Findings with respect to GLP issues.

I. INTRODUCTION

A Neutral Scheme FIFRA GLP inspection was conducted at BioScience Laboratories,
Inc. on June 12 and 13, 2019 to determine compliance with 40 CFR 160 and 40 CFR 169.2(k).  
The inspector assigned was Mr. Mark Lehr.  Facility information can be found at www. 
biosciencelabs.com. 

II. OPENING CONFERENCE

An opening conference was held beginning at approximately 9:00 am on June 12, 2019.
The inspection was led by Mr. Mark Lehr, Chemist, from EPA’s GLP Program. Official 
credentials were presented to Ms. Amy Juhnke, Director of QA upon entry.  A FIFRA Notice of 
Inspection [Exhibit 1] was also presented to and signed by Ms. Amy Juhnke. 

III. NARRATIVE

The following GLP compliance inspection and study audits were accomplished during the
inspection. 

GLP Compliance Inspection: 

The GLP standards compliance inspection was conducted through interviews with facility 
personnel and tours of laboratory, archives and test substance / system storage areas.  Personnel 
curricula vitae and training records were reviewed, as well as SOPs and equipment 
calibration/maintenance logs.  One ongoing study was selected from the mater schedule as part of 
the GLP compliance review indicated below: 

Evaluation of Hard Surface Disinfectant Formulation for its Viricidal Efficacy 

Sponsor: Unit chemical Corporation 
7360 Commercial Way 
Henderson, NV  89011 
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Laboratory ID:  1904167.404 

• No negative findings with respect to GLP issues

Study Audit: 

Three study audits were accomplished through review of available raw data, records, 
reports, interviews with study personnel and review of laboratory operations.  The audit was based 
on: completeness of raw data, conformance of raw data to study report findings and conclusions, 
adherence to GLP Standard requirements, appropriate SOPs, and each study’s protocol. The 
following aspects of the studies were reviewed: protocol, raw data, final study report, record 
keeping, quality assurance, test substance receipt, distribution and administration, and chemical 
characterization. 

The following describe any observations made and activities undertaken during the facility 
inspection and audit of the studies with respect to the U.S. EPA FIFRA GLP regulations under 40 
CFR §160: 

A GLP VIRUCIDAL EFFICACY EVALUATION OF A HARD SURFACE DISINFECT 
ANT WIPE 
MRID: 50680301 
Lab ID: 1806277-404 

• No negative findings with respect to GLP issues.

AN EVALUATION OF THE SANITIZING EFFICACY OF ONE TEST 
FORMULATION FOR USE ON NON-FOOD CONTACT SURFACES 
MRID: 506033704 
Lab ID: 1602106-204 

• No negative findings with respect to GLP issues.

AN EVALUATION OF THE SANITIZING EFFICACY OF ONE TEST 
FORMULATION FOR USE ON NON-FOOD CONTACT SURFACES 
MRID: 506033705 
Lab ID: 1706264-204 

• No negative findings with respect to GLP issues.
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IV. EXIT DISCUSSION

The exit conference was held Thursday June 13, 2019 by Mark Lehr to review findings 
and recommendations of the FIFRA GLP standards inspection and data audits. Inspection 
Observations form [Exhibit 2] was completed and copied for the facility providing written 
indication of the inspector’s observations discussed during the inspection and closing conference. 

A FIFRA Receipt for Samples [Exhibit 3] was provided to the facility for documents obtained 
during the inspection. 

V. EXHIBITS

Exhibit 1 FIFRA Notice of Inspection  (1 page) 
Exhibit 2 Inspection Observations form  (1 page) 
Exhibit 3 FIFRA Receipt for Samples  (1 page) 
Exhibit 4 Closing Conference Sign-in Sheet (1 page) 
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